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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )E3 Responsive to communication(s) filed on 09 June 2006 . 
2a)l3 This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) M Claim(s) 1-53 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) 13 Claim(s) 1-53 is/are rejected. 

7) M Claim(s) 48-50 is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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CLAIMS 1-53 ARE PRESENTED FOR EXAMINATION 

Applicants' Reply to Office Action filed June 9, 2006 has been received and entered into 
the application. Accordingly, claims 1,16, 25, 34, 44 and 48-50 have been amended. 

In view of such amendments, as well as Applicants' remarks at pages 10-11 of their 
Reply, the rejection of claims 34-43 under 35 U.S.C. § 1 12, first paragraph and of claims 1-6, 10, 
16-21, 25-30 and 34-40 under 35 U.S.C. § 102(b), as being anticipated by Okamoto et aL, as set 
forth in the previous Office action dated March 31, 2006 at pages 2-9 and 1 1-13, are each 
withdrawn . 

Claim Objections 

Claims 48-50 remain objected to under 37 CFR § 1.75(c), as being of improper 
dependent form for failing to further limit the subject matter of a previous claim, for the reasons 
of record as set forth in the previous Office action at page 2. 

Applicants amendments to claims 48-50 and remarks at page 10 of their Reply have been 
carefully considered, but fail to persuade the Examiner of error in his determination. 

By amendment, Applicants have indicated that the prescribing information contained in 
the kit of claim 40 includes specific information for the patient concerning the administration of 
the claimed designated compound. 

Such is not deemed to be further limiting of the kit of claim 40, which provides for prescribing 
information, because the written material on the prescribing information is not subject to patent 
laws, or at the least is only a statement of intended use, and thus does not impart any further 
physical or otherwise material feature to the kit of claim 40. Such would be considered a further 
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limitation if the written material were not simply matter printed on the substrate, but rather were 
of a type of written material such as the digits imprinted on the band of a mathematical device 
considered in the decision of In re Gurlack, 217 USPQ 401 (CAFC 1983). Also, while written 
material may properly be recited in a claim, as noted above, the specific printed information is 
not material covered under patent laws, but rather copyright laws. In this respect, because such 
matter is not statutory, it is not seen as further limiting subject matter. 

Note that if the printed subject matter of claims 48-50 were present in the independent 
claim, where each of claims 48-50 represented a member of a Markush grouping, there would be 
no further grounds of objection because the issue of proper dependency would be removed. 

For the above reasons, the claims are believed to remain properly objected to. 

Claim Rejections - 35 USC §102 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

/ Claims 1-6, 10, 16-21, 25-30 and 34-40 remain rejected under 35 U.S.C. 102(e) as being 
anticipated by Gumkowski et al, (U.S. Patent Application Publication No. 2006/0014788), 
already of record, for the reasons of record as set forth in the previous Office action at pages 13- 
14, which reasons are here incorporated by reference. 

Applicants' remarks at pages 1 1-12 of their Reply have been carefully considered, but 
fail to persuade the Examiner of error. 

Applicants have initially taken the position that the claimed subject matter is 
distinguished over that which is taught by Gumkowski et al. because "with food", as employed 
in the present specification and indicated to be "the consumption of a solid food with sufficient 
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bulk and fat content that it is not rapidly dissolved and absorbed in the stomach", (Reply at page 
12, citing the specification at page 7, paragraph 23), is distinct over the allegedly minor amounts 
of lactose or starch formulated in the compositions of Gumkowski and further, one skilled in the 
art would not recognize such minor ingredients as food. 

This does not persuade the Examiner for the following reasons. Words and phrases in the 
claims must be given their "plain meaning" as understood by one having ordinary skill in the art 
unless defined by Applicant in the specification with "reasonable clarity, deliberateness and 
precision" (MPEP 21 1 1.01). Here, Applicants' definition of "with food" is not reasonably clear, 
deliberate or precise because the definition employs the term "preferably", (i.e., "Preferably, the 
food is solid.. .", page 7, paragraph 23), and thus does not specify what other materials may be 
considered as being a food. That is, the definition is presented in a non-limiting manner. 
Because the specification lacks a reasonably clear, deliberate and precise definition of "with 
food", the Examiner is thus directed to interpret the claim terms in a broad and reasonable 
manner. In the previous Office action, it was explained why the ingredients of Gumkowski met 
the definition of "food". Also, Gumkowski et al. further and clearly specifies that compositions 
of their invention may be "mixed with an aqueous liquid and sold as pre-formed emulsions, or 
added to food such as ice cream.". Such clearly meets the requirements of the present claims. 

At the first paragraph of page 12 of their response, Applicants have apparently taken the 
position that Gumkowski et al. teach away from administering CETP inhibitors with food 
because, in the words of Applicants, "dependence on exposure of food could compromise the 
effectiveness of the medication due to a lack of patient compliance with labeling instructions", 
(page 12 of the Reply, first paragraph). Upon re-reading paragraph [0012], it appears to the 



Application/Control Number: 10/802,280 Page 5 

Art Unit: 1614 

Examiner, however, that intake of the CETP inhibitors with food is encouraged, if not required. 
In particular, Gumkowski et al. highlight "In addition, there is minimal CETP inhibition in the 
absence of food due to low fasted plasma exposure. As a result, labeling would need to indicate 
administration with food .". In the next sentence, Gumkowski et al indicate that lack of 
compliance with labeling instructions, i.e., to take the CETP inhibitors with food, could 
compromise the effectiveness of the CETP inhibitors in the treatment of atherosclerosis. 

Finally, Applicants take the position that Gumkowski et al. is directed to only some 
CETP inhibitors when they discuss administration with triglyceride solutions while the presently 
claimed CETP inhibitor is listed only among many other such inhibitors. The Examiner does not 
agree because Gumkowski et al. speaks of "some" of the inhibitors in regards to the ability of 
only some to display a food effect of 20-30x. In context, it appears that Gumkowski et al. 
indicates that while all CETP inhibitors would display a food effect, i.e., an increased AUC, (last 
sentence of col. 2 on page 1), some have even displayed a food effect as great as 20-30x. This 
does not mean that only some CETP inhibitors would display a food effect at all. The tenor of 
the entirety of Gumkowski et al. indicates CETP inhibitors in general and, because they 
specifically name it, the presently claimed CETP inhibitor. 

Accordingly, for the above reasons, it is respectfully submitted that the claims remain 
properly rejected. 

II Claims 1-10 and 16-43 remain rejected under 35 U.S.C. 102(a) as being anticipated by 
Shinkai et al., (U.S. Patent No. 6,426,365), already of record, for the reasons of record as set 
forth in the previous Office action at pages 15-16, which reasons are here incorporated by 
reference. 
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In attempting to refute the present finding of anticipation, Applicants take the position 
taken above respecting the intended meaning of "with food", as set forth in the present 
specification. In particular, that "with food" would not mean the lactose or starch materials, or 
their amounts, as employed in Shinkai et al. In response, the Examiner takes the position as 
taken above. In particular, words and phrases in the claims must be given their "plain meaning" 
as understood by one having ordinary skill in the art unless defined by Applicant in the 
specification with "reasonable clarity, deliberateness and precision" (MPEP 2111 .01). Here, 
Applicants' definition of "with food" is not reasonably clear, deliberate or precise because the 
definition employs the term "preferably", (i.e., "Preferably, the food is solid.. ", page 7, 
paragraph 23), and thus does not specify what other materials may be considered as being a food. 
That is, the definition is presented in a non-limiting manner. Because the specification lacks a 
reasonably clear, deliberate and precise definition of "with food", the Examiner is thus directed 
to interpret the claim terms in a broad and reasonable manner. In the previous Office action, it 
was explained why the ingredients of Shinkai et al. meet the definition of "food". As such, the 
teachings of Shinkai et al. clearly meet the requirements of the present claims and thus, the 
rejection is respectfully deemed to remain proper. 

Claim Rejection - 35 USC§103 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claims 1-6, 10-21, 25-30, 34-40 and 44-50 remain rejected under 35 U.S.C. 103(a) as 
being unpatentable over Gumkowski et al., (U.S. Patent Application Publication No. 
2006/0014788), or claims 1-53 remain rejected under 35 U.S.C. 103(a) as being unpatentable 
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over Shinkai et al., (U.S. Patent No. 6,426,365), either in view of Remington's Pharmaceutical 
Sciences, ("Remington's"), each of record, for the reasons of record as set forth in the previous 
Office action at pages 16-20, which reason are here incorporated by reference. 

Applicants' remarks have been carefully considered, but fail to persuade the Examiner of 
error in his determination of obviousness. 

Here, Applicants have argued against Gumkowski et al. as above, by taking the position 
that Gumkowski et al. teach away from administering CETP inhibitors with food because, in the 
words of Applicants, "dependence on exposure of food could compromise the effectiveness of 
the medication due to a lack of patient compliance with labeling instructions", (page 12 of the 
Reply, first paragraph). As above, upon re-reading paragraph [0012], it appears to the Examiner, 
however, that intake of the CETP inhibitors with food is encouraged, if not required. In 
particular, Gumkowski et al. highlight "In addition, there is minimal CETP inhibition in the 
absence of food due to low fasted plasma exposure. As a result labeling would need to indicate 
administration with food .". In the next sentence, Gumkowski et al indicate that lack of 
compliance with labeling instructions, i.e., to take the CETP inhibitors with food, could 
conpromise the effectiveness of the CETP inhibitors in the treatment of atherosclerosis. 

Also, Applicants again argue that one skilled in the art would not recognized the lactose 
and starch of Shinkai et al. as food because of the "with food" requirement of the present claims. 
Again, this is not persuasive because of the reasons presented above. In particular, words and 
phrases in the claims must be given their "plain meaning" as understood by one having ordinary 
skill in the art unless defined by Applicant in the specification with "reasonable clarity, 
deliberateness and precision". (MPEP 21 1 1.01). Here, Applicants' definition of "with food" is 
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not reasonably clear, deliberate or precise because the definition employs the term "preferably", 
(i.e., "Preferably, the food is solid...", page 7, paragraph 23), and thus does not specify what 
other materials may be considered as being a food. That is, the definition is presented in a non- 
limiting manner. Because the specification lacks a reasonably clear, deliberate and precise 
definition of "with food", the Examiner is thus directed to interpret the claim terms in a broad 
and reasonable manner. In the previous Office action, it was explained why the ingredients of 
Shinkai et al. meet the definition of "food". As such, the teachings of Shinkai et al. clearly meet 
the requirements of the present claims and thus, the rejection is respectfully deemed to remain 
proper. 

Applicants have not argued against the Examiner's finding of fact based on the 
Remington's reference and conclusions of law drawn therefrom. Instead, Applicants contend 
that because of the supposed deficiencies of Gumkowski et al. and/or Shinkai et al., the presently 
claimed subject matter would not have been obvious, even in light of the teachings of 
Remingtons. However, for the above reasons, the Examiner cannot agree with Applicants' 
assessment of either Gumkowski et al. or Shinkai et al. and thus maintains the instant rejection is 
proper. 

Double Patenting 

I Claims 1-53 remain rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1-24 of U.S. Patent No. 6,426,365 (Shinkai et al., 
cited by Applicants, see the IDS filed April 12, 2004, cit. "AA"), claims 1-17 of U.S. Patent No. 
6,753,346, (Shinkai et al, cited by Applicants, see IDS filed October 13, 2004, Doc. No. "BT"), 
or provisionally rejected on the grounds of nonstatutory obviousness-type double patenting as 
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being unpatentable over claims 1-18 of U.S. Patent Application No. 10/825,531, (Attorney 
Docket listed as 06501-036002 and which has an assignee common to the present application, 
i.e., Japan Tobacco) for the reasons of record as set forth in the previous Office action at pages 
20-22, which reasons are here incorporated by reference. 

Applicants arguments have been carefully considered, but fail to persuade the Examiner 
of error in his determination. 

Applicants have argued that the present rejections are not proper because the patented 
and co-pending claims are directed to compounds which embrace the compound of the present 
claims, and as such, do not teach the presently claimed methods. 

In response, the Examiner believes the present rejections to be proper because in 
practicing the subject matter of the present claims, one would be practicing the subject matter of 
the patented or co-pending claims. A two-way test of obviousness is not required here because 
the present application is the later filed document involved. Thus, it is immaterial that the 
patented or co-pending claims do not make obvious the presently claimed methods or other 
subject matter where food is required. 

Accordingly, the claims are deemed properly rejected. 
II Claims 1-53 remain provisionally rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 1-9 and 1 1-23 of co-pending 
Application No. 10/802,220 or claims 1-5, 7-32, 34-52, 54-83 of co-pending Application No. 
10/835,916, each of record, for the reasons of record as set forth in the previous Office action at 
pages 22-24, which reasons are here incorporated by reference. 
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Applicants have considered the present, provisional rejection and have decided to address 
such rejections at the time the cited applications issue as patents. Insofar as arguments pointing 
out any alleged errors in the present rejection, or a terminal disclaimer, have been presented, the 
rejection is deemed properly maintain. 

None of the claims are currently in condition for allowance. 

THIS ACTION IS MADE FINAL. Applicants are reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 . 136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Raymond J. Henley III whose telephone number is 571-272- 
0575. The examiner can normally be reached on M-F, 8:30 am to 4:00 pm Eastern Time. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin H. Marschel can be reached on 571-272-0718. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000? 




Raymond J Henley 
Primary Examiner 
Art Unit 1614 



August 20, 2006 



